ANDA 74-574 February 18, 2000

Bedf ord Laboratories
Attention: Shahid Ahmed
270 Northfield Road

Bedf ord, OH 44146

Dear Sir:

This is in reference to your abbreviated new drug
application dated November 18, 1994, submitted pursuant to
Section 505(j)

of the Federal Food, Drug, and Cosnetic Act, for
Desnopressin Acetate Injection, 4 ncg/nmL, packaged in 1 nL
anpul es (Preservative-free).

Reference is also made to your anendnents dated January 12,
and February 16, 2000.

As noted in the Agency’s publication entitled “Approved
Drug Products with Therapeutic Equival ence Eval uati ons (19'"
Edition)”, also known as the “Orange Book”, the listed drug
product (RLD) referenced in your application, DDAVP

I njection of Rhone Poul enc Rorer Pharnaceuticals Inc., is
subject to a period of patent protection which expires on
June 29, 2013 (U.S. Patent Nos. 5,500,413 and 5, 763, 407) .
Your application contains a Paragraph IV Certification to
each of these patents under Section 505(j)(2)(A) (vii)(lV)
of the Act stating that to the best of Bedford's know edge,
the patents will not be infringed by Bedford s manufacture,
use, sale, or offer for sale of this drug product. Section
505(j)(5)(B)(iii) of the Act provides that approval shal

be made effective imedi ately unless an action is brought
for infringenment of a patent which is the subject of the
certification before the expiration of forty-five days from
t he date the notice provided under paragraph (2)(B)(i) is
received. You have notified FDA that Bedford Laboratories
(Bedford) has conplied with the requirements of Section
505(j)(2)(B) of the Act and that no action for patent

i nfringement was brought agai nst Bedford by either the



hol der of the NDA for the RLD or the patent holder within
the statutory forty-five day peri od.

We have conpleted the review of this abbreviated
application and have concluded that the drug is safe and
effective for use as recomended in the submtted | abeling.
Accordingly, the application is approved. The Division of
Bi oequi val ence has determ ned your Desnopressin Acetate
Injection, 4 ncg/m., to be bioequivalent and, therefore,

t herapeutically equivalent to the listed drug (DDAVP°

I njection, 4 ncg/ m., of Rhone Poul enc Rorer Pharmaceuticals
Inc.).

Under Section 506A of the Act, certain changes in the
conditions described in this abbreviated application
require an approved suppl enental application before the
change nay be nmade.

Post - marketing reporting requirenents for this abbrevi ated
application are set forth in 21 CFR 314.80-81 and 314. 98.
The Office of Generic Drugs should be advised of any change
in the marketing status of this drug.

We request that you submt, in duplicate, any proposed
advertising or pronotional copy which you intend to use in
your initial advertising or pronotional canpaigns. Please
submt all proposed materials in draft or nmock-up form not
final print. Submt both copies together with a copy of

t he proposed or final printed | abeling to the Division of
Drug Marketing, Advertising, and Comruni cati ons (HFD-40).

Pl ease do not use Form FD-2253 (Transm ttal of
Advertisements and Pronotional Labeling for Drugs for Human
Use) for this initial subm ssion.

We call your attention to 21 CFR 314.81(b)(3) which
requires that materials for any subsequent advertising or
pronoti onal canpai gn be submtted to our Division of Drug
Mar keting, Advertising, and Comruni cations (HFD-40) with a
conpl eted Form FD-2253 at the time of their initial use.

Si ncerely yours,



Dougl as L. Sporn

Di rector

O fice of Generic Drugs
Center for Drug Evauation and Research



